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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)^ Responsive to communication(s) filed on 07 August 2006 . 
2a)D This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is . 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) |EI Claim(s) 1-30 is/are pending in the application. 

4a) Of the above claim(s) 3. 4,6,8,9,12-19 and 21 -26 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 1,2,5, 7,10,20 and 27-30 is/are rejected. 

7) £3 Claim(s) 1± is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) 1X1 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)ISI All b)D Some * c)D None of: 

1. D Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. (3 Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

1. Some of the rejections have been withdrawn and new rejections are incorporated herein. 

Claim Rejections - 35 USC § 112 

2. The following is a quotation of the first paragraph of 35 U.S.C 112: 

The specification shall contain a written description of the invention, and of the manner and process of making and 
using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and use the same and shall set forth the best mode contemplated by 
the inventor of carrying out his invention. 

3. Claim 30 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply with the 
written description requirement. The claim(s) contains subject matter which was not described in 
the specification in such a way as to reasonably convey to one skilled in the relevant art that the 
inventor(s), at the time the application was filed, had possession of the claimed invention. 

4. Applicant has claimed 1-70% by weight of component B; however, applicant's specification 
does not have support for the lower limit of 1% by weight. It is noted that applicant has support for 
a lower limit of 5% by weight and for 10% by weight; however this disclosure does not support the 
currently claimed lower limit of 1% by weight. 

5. In re Wands, 858 F.2d at 737, 8 USPQ2d at 1404 (Fed. Cir. 1988). 

Claim Rejections - 35 USC § 102 

6. The text of those sections of Title 35, U.S. Code not included in this action can be found in 
a prior Office action. 

7. Claims 1, 2, 5, 20, 27 and 28 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Gotsche (WO/00/18375) (Page: Lines:: 1:5-12, 4:3-11, 19:10-34, Example 7). 

8. From a Prior Office Action: 

9. In reference to claim 1, Gotsche discloses a coating agent, binder or film- forming excipient 
composition for solid substrates. Wherein the composition is comprised of: 
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a. Component A: A graft copolymer of polyvinyl alcohol and polyether, which is 
formed via polymerization of one vinyl ester of aliphatic C,-C 24 carboxylic acids in the 
presence of a polyether. 

b. Component B: An additional polymer, such as polyvinylpyrrolidone, 
polyvinylpyrrolidone copolymers, water-soluble cellulose derivatives such as 
hydroxypropylcellulose, hydroxypropylmethylcellulose, methylcellulose, 
hydroxyethylcellulose, acrylate and methacrylate copolymers, polyvinyl alcohols, 
polyethylene glycols, polyethylene oxide/polypropylene oxide block copolymers. 

c. Component C: A conventional excipient such as colored pigments. 

10. Gotsche discloses that the graft copolymer can be combined with additional polymers, 
wherein the ratio of the graft copolymer to the additional polymer is 1:9 to 9:1. Gotsche discloses 
that the graft copolymer can be applied in pure form or else together with conventional excipients to 
the substrate, wherein the weight percentage of the conventional excipients in the composition is 
exemplified as 3 wt %. Although Gotsche does not expressly disclose a composition comprised of 
components A, B, and C, he exemplifies a composition comprised of components A and C, and 
envisages the addition of component B thereof. 

11. In reference to claims 2 and 5, component B is a polymer, specifically the elected species of 
polyvinyl alcohols, polyvinylpyrrolidones and polyvinylpyrrolidone copolymers. 

12. In reference to claim 20, component C is the elected species of color pigment or dye. 

13. In reference to claim 27-28, Gotsche discloses that solid substrates can be coated with the 
coating agent disclosed above. Additionally, the substrate can be a pharmaceutical formulation, such 
as tablets. 
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Claim Rejections - 35 USC § 103 

14. The text of those sections of Title 35, U.S. Code not included in this action can be found in 
a prior Office action. 

15. Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over Gotsche as applied to 
claim 1 above, and further in view of Castillo (US 5091185). 

16. Gotsche fails to disclose that component B is a polyvinyl alcohol having a degree of 
hydrolysis of between 80 and 90 mol%. Hence attention is directed towards the Castillo reference, 
which discloses solid pellets of the biologically active materials coated with a composition 
comprising polyvinyl alcohol (PVA), wherein the polycinyl alcohol preferably has a degree of 
hydrolysis greater than about 95% (col. 2, lines 35-55). Gotsche and Castillo are analogous art 
because they are from a similar problem solving area, coating solid pharmaceutical materials. At the 
time of the invention, it would have been obvious to a person of ordinary skill in the art to replace 
Component B of Gotsche with the hydroly2ed PVA of Castillo. The motivation to do so, as taught 
by Castillo, is employ the hydrolyzed PVA in order to effectively control the release of the active 
material after implantation to provide a more uniform rate of delivery over a longer period of time 
as compared to uncoated pellets (col. 2, lines 35-55). 

17. Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over Gotsche as applied to 
claim 1 above, and further in view of Hendrickson (US 3,566,969). 

18. Gotsche fails to disclose that component B is a specific polyvinylpyrrolidone, as disclosed in 
claim 10. Hence attention is directed towards the Hendrickson reference, which discloses that N- 
vinylpyrrolidone homopolymers have a variety of uses, including functioning as an adhesive and 
hardening agent in medicinal tablets (Column: Lines:: 2:15-33). Gotsche and Hendrickson are 
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analogous art because they are from a similar problem solving area, formation of coating 
compositions. At the time of the invention, it would have been obvious to a person of ordinary skill 
in the art to replace Component B of Gotsche with the N-vinylpyrrolidone homopolymers of 
Hendrickson. The suggestion/motivation would have been obvious in order to improve the 
adhesion and hardening of the pharmaceutical presentations of Gotsche. 

19. Claims 29 and 30 are rejected under 35 U.S.C. 103(a) as being unpatentable over Gotsche 
(WO/00/18375). 

20. Gotsche discloses that the polymers (graft copolymer and additional polymer) have excellent 
effects as binders and, moreover, have a negligible effect on disintegration in concentration ranges 
from 0.5 to 20% by weight of the total amount of the formulation (page 20, lines 45 to page 21, lines 
5). Additionally, Gotsche discloses that the graft copolymer and additional polymers can be 
employed in a ratio of 1:9 to 9:1. Hence the amount of the graft copolymer (component A) and 
additional polymer (component B) by weight % falls within the range of claim 29. In reference to 
the limitation of claim 30 regarding the weight % of component B, it is noted that Gotsche discloses 
a maximum amount of component A and component B of 20% by weight of the total formulation. 
However, the claimed total amount of component A and B is 21% by weight. Wherein a prima facie 
case of obviousness exists where the claimed ranges and prior art ranges do not overlap but are close 
enough that one skilled in the art would have expected them to have the same properties. Titanium 
Metals Corp. of America v. Banner, 778 F.2d 775, 227 USPQ 773 (Fed. Cir. 1985). It is the examiner's 
position that one of ordinary skill in the art would readily expect the same properties to result from a 
20% by weight and a 21% by weight of component A and component B. 
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21. In reference to the limitation regarding 5-70% by weight and 5-60% by weight of 
component C, it is noted that Gotsche exemplifies the weight percentage of the conventional 
excipients in the composition as 3 wt % (Example 7 and 8). However, Gotsche discloses that the 
examples of conventional excipients include white pigments such as titanium dioxide which increase 
the hiding power, in addition to mentioning other suitable excipients and their advantages (page 19, 
lines 10-21). Therefore it would have been obvious to one of ordinary skill in the art at the time of 
the invention to increase the amount of any of the conventional excipients mentioned by Gotsche in 
order increase the respective advantages, such as increase the hiding power, increase non-sticking, or 
to further improve the wetting characteristics. It has been held that where the general conditions of 
a claim are disclosed in the prior art, discovering the optimum or workable ranges involves only 
routine skill in the art. In reA/kr, 105 USPQ 233. 

Allowable Subject Matter 

22. Claim 1 1 is objected to as being dependent upon a rejected base claim, but would be 
allowable if rewritten in independent form including all of the limitations of the base claim and any 
intervening claims. 

23. The limitations of claim 11 regarding component B comprising vinylpyrrolidone- 
methacrylate copolymer and vinylpyrrolidone-acrylate copolymers would be allowable if rewritten to 
overcome the rejection(s) under 35 U.S.C. 112, 2nd paragraph, set forth in this Office action and to 
include all of the limitations of the base claim and any intervening claims. 

Response to Arguments 

24. Applicant's arguments with respect to claims 7 and 1 1 have been considered but are moot in 
view of the new ground(s) of rejection. 
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25. In response to applicant's argument that Gotsche does not anticipate all of the limitations of 
the claims, it is noted that Gotsche exemplifies a composition comprised of components A and C, 
and discloses that "it is possible to combine the polymers used according to the invention with other 
film formers or polymers. . .including polyvinylpyrrolidone, polyvinylpyrrolidone copolymers... 
(page 19, lines 23-35). Hence Gotsche would readily envisage employment of any of the mentioned 
polymers in combination with a composition comprised of components A and C. By listing these 
polymers as optional additives in the composition, the reference specifically guides and teaches one 
skilled in the art to combine such polymers with component A and C. The reference provides 
sufficient specificity to arrive at the claimed composition. 

26. In response to applicant's argument that Gotsche and Hendrickson are nonanalogous art, it 
has been held that a prior art reference must either be in the field of applicant's endeavor or, if not, 
then be reasonably pertinent to the particular problem with which the applicant was concerned, in 
order to be relied upon as a basis for rejection of the claimed invention. See In re Oetiker, 911 
F.2d 1443, 24 USPQ2d 1443 (Fed. Cir. 1992). In this case, Hendrickson specifically discloses that 
the N-vinylpyrrolidone homopolymers can be employed in medicinal tablets, which is analogous to 
the pharmaceutical compositions of Gotsche. 

27. Applicant has cited portions of the Gotsche reference, which teach away from the 
combination of the Gotsche and Hendrickson references. However, applicant has not provided the 
specific citations in the Gotsche reference, hence examiner is unable to find these teachings. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Saira Raza whose telephone number is (571) 272-3553. The examiner can 
normally be reached on Monday-Friday from 9am-5pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
James Seidleck can be reached on (571) 272-1078. The fax phone number for the organization 



Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR system, 
contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would like 
assistance from a USPTO Customer Service Representative or access to the automated information 



where this application or proceeding is assigned is 571-273-8300. 



system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. . 




James J. Seidleck 
Supervisory Patent Examiner 
Technology Center 1 700 



